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On behalf of our nearly 5 ,000 hospital, healthvsystem and network members the i
American Hospital Association (AHA) is pleased to submit written comments on the
revmd Hepatitis C Virus (HCV) lookback.

The guidance would require bIoodLbanksg’ Mggnfy hosmtals that have been supplied with
blood units potentially contaminated by t hépatltls C virus. Hospitals would..then.
attempt to notify recipients of these blood products and inform them of the need for HCV.

testing and counseling.

Consistenit with our previous comments to the Food and Drug Administration (FDA) on
thisissue, the AHA supports the general thrust of the underlying guidance. We recognize
the impact this lookback will have on patients who may be HCV-infected as aresult of a
blood transfusion. However, we suggest the following modifications to the revised
guidance.

The document, which replaces the September 23, 1998, HCV lookback guidance,
incorporates new recommendations for conducting lookback on donations by individuals
who test positive on first generation HCV tests (HCV EIA 1.0). We are concerned that
any expansion of the current HCV lookback is premature and should be postponed until .
the FDA, in conjunction with the, Centers for Disease Control and Prevention (CDC) can
evaluate the results of the current lookback.
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In talking with two of our member hospi taISabout their experience with the ci S
lookback, both reported a very small percentage of individuals who have tested positive

for HCV. In one hospital, 471 transfusion patients wereidentified as being potentlally’”’ '
HCV-positive. Of the 47 1 patients, 315 had died. from non-related medical, condmons .
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Of the 156 remaining transfusion recipients, 23 tested positive both before and after the
blood transfusion. In the end, 20 recipients out of 471 were identified as HCV positive.
In another hospital, 46 transfusion patients were identified as being potentially HCV-
positive. Of these, 18 were deceased, while 14 were notified and told. to be tested. Of
these 14, nine elected to be tested elsewhere, Of the five tested at the hospital, three
tested positive for HCV,

In addition, weare concerned about the high false-positive rateassomated with the HCV
EIA 1.Otest. Harvey Alter, MD., Chief of Immunology at the National Institut

it isincumbent upé;ﬁ 't‘}-{e FDA and the CDC to eval uate the results of the cﬁrfgnt lookback
and document its benefits before it proceeds with any expansion of the lookback. -

Second, the revised guidance includes an indefinite “ open-ended” lookback period. FDA
now recommends that the search of records of prior donations from donors with
repeatedly reactive screening tests for HCV “extend back indefinitely to the extent that
electronic or other readily retrievable records exist.” We believe that this
recommendation is vague and overly broad and could have tremendous legal
implications, which might defeat the intended purpose of the lookback. As a result, we
recommend that the language be modified by striking “extend back indefinitely” and.
simply stating, “The record search should extend back 10 years or, if longer, the
minimum time period for medical records retention specified in state law.” This way,
there isafinite datein place, patients can be notified in as expeditious and organized a
manner as possible and additional burdensome requirements on hospitals and blood
establishments can be eliminated.

Thank you for the opportunity to share our comments with you. We look forward to .
working with the FDA to address this critical patient care issue. Should you have any
questions regarding our comments, please contact me or Mary Beth Savary Taylor,
AHA’s director of executive branch relations, at 202-626-2270.

Sincerely,
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Ridk Pollack
Executive Vice President

cc.  Robin Biswas, M.D., Laboratory of Hepatitis Chief
Transfusion Transmitted Diseases Division,
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